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The problem
A pilot or feasibility trial in preparation for a rando-
mised trial of effectiveness is a study where part or all
of a future trial is carried out on a smaller scale to see
whether it can be done and whether we should proceed
with it. We know reporting of pilot and feasibility stu-
dies is poor, and that these studies are particularly
important when designing cluster randomised trials
(CRT), in which clusters, rather than individuals, are the
unit of randomisation. There are no previous reviews of
the reporting quality of pilot and feasibility CRTs.
The approach
We will systematically identify reports of pilot and feasibil-
ity CRTs published in English between 2011 and 2014.
We expect around 40 studies. An electronic PubMed
search, hand-search in online journals, and individual con-
tacts will be used to identify papers. Quality assessment
criteria will be based on the CONSORT extension for
CRTs, and a CONSORT extension for pilot and feasibility
randomised trials in the final stages of development.
Findings
This project is in progress and will be completed by
September 2015. Research to date has found quality of
pilot and feasibility studies is poor so we expect that
here. However, there have previously been no formal
guidelines against which to assess quality of pilot and
feasibility studies.
Consequences
We will present recommendations for improving the
conduct, analysis and reporting of these studies and
expect this to improve future quality.
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